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DETAILED ACTION 

The objection to the specification is withdrawn in view of the substitute abstract 
and the amendments adding a brief description of the drawings. 

The rejection under section 112, second paragraph is maintained, in part, and 
repeated below. Applicant's remarks in connection with this ground of rejection are also 
addressed. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-3 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites that the pharmaceutical compositions are free of "supporting 
substances". It is unclear if Applicant intends to cover other anti-inflammatory agents, 
excipients, diluents, surfactants etc. Specifically, claim 3 recites buffers (i.e., sodium 
bicarbonate), which can be considered a supporting substance. 

Applicant argues that another U.S. patent defines "supporting substance", and, 
by that definition, the term is clear. However, notwithstanding a definition in other 
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disclosures, the instant specification does not contain an appropriate definition, and 
therefore, in view of the specification, the term is still unclear. 

By the instant amendments, proper antecedent basis is given in claim 2 for L- 
lysine salt of ketoprofen. 

The prior art rejections are maintained and repeated below. Applicant remarks in 
connection with these grounds of rejection are also addressed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
No. 6,342,530 to Darko (Darko). 

Claiml recites a pharmaceutical composition suitable for parenteral 
administration having anti-inflammatory and analgesic property, characterized in that it 
contains an alkylammonium salt of a 2-arylpropionic acid selected from ketoprofen, 
ibuprofen, naproxen or tiaprofenic acid, in racemic or in enantiomeric form, in an 
aqueous solution at a pH in the range between 8 and 9, said solution being free of 
preservatives, co-solvents and supporting substances. 
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With regard to the above embodiments, Darko teaches, in Example 4, a 
formulation of ibuprofen lysinate substantially free of any excipient, organic solvent, 
buffer, acid, base, or salt. The example makes reference to the subsequent tables, in 
which samples having a pH of 6.5-8.5 are recorded, see Table 1 . 

The forgoing anticipates claim 1 within the meaning of section 102. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Darko in view of U.S. Patent No. 5,895,789 to Gentile et al. (Gentile). 

Claim 2 covers those embodiments wherein the alkylammonium salt of a 2- 
arylpropionic acid is an L-lysine salt of ketoprofen. 

Claim 3 covers those embodiments wherein the L-lysine salt of ketoprofen (claim 
2) contains sodium bicarbonate and sodium hydroxide. 

Darko fails to explicitly teach the embodiments set forth in claims 2 and 3. It is 
for this proposition that the examiner joins Gentile. Specifically, Gentile teaches that 
other alkylammonium salts of 2-arylpropionic acids, such as ketoprofen lysinate, are 
prepared for injection without preservatives, see column 3, lines 8-32. In this 
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connection, Darko even acknowledges that other alkylammonium salts of 2- 
arylpropionic acid are known to be prepared in the same manner, see description 
bridging columns 1 and 2 of Darko. Moreover, Darko teaches that sodium hydroxide is 
added to such preparations, see example 4. Therefore, those of ordinary skill would 
have been motivated to modify Darko to include other alkylammonium salts of 2- 
arylpropionic acids, such as an L-lysine salt of ketoprofen, since Gentile teaches that 
these agents are also beneficial in parenteral preparations. Therefore, claims 2 and 3 
are prima facie obvious in view of Darko and Gentile since these references teach the 
elements of the rejected claims with a reasonable expectation of success. 



Response to Arguments 

Applicant argues that the examiner misinterprets the Darko reference. 
Specifically, applicant argues that consideration of the reference as a whole shows that 
Table 1 merely provides data recorded as the solution for injection is being prepared. 
See, col. 4, line .66 to col. 5, line 2. This portion of the text makes clear that the solution 
is mixed, the pH is measured and then, the PH is again adjusted outside the range 
required by the instant claims. Applicant then concludes that Darko et al. have no 
appreciation that an ibuprofen solution for injection should be prepared at pH 8 to 9, and 
it is not their intent to produce such a solution. 

However, the claims are drawn to a composition with a particular pH from 8 to 9. 
As even applicant admits, Darko teaches the composition in that pH range. Therefore, 
the reference still anticipates the claimed composition since it teaches every aspect of 
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the claimed composition. With regard to the recitation that the composition is for 
parenteral administration, this is merely an intended use of the claimed composition, 
and not given weight. 

Applicants also argue that gentile fails to remedy the deficiencies of Darko, since 
Gentile fails to teach the required pH range. However, based on the above, Darko 
anticipates the claimed composition. As stated in the rejection, Gentile teaches other 
alkylammonium salts of 2-arylpropionic acids, such as an L-lysine salt of ketoprofen, 
and those of ordinary skill would have been motivated to modify the disclosure of Darko 
to these agents since they are recognized as beneficial in parenteral preparations, 
based on the combination of Darko and Gentile. The remarks do not address this prima 
facie case. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karl J. Puttlitz whose telephone number is (571 ) 272- 
0645. The examiner can normally be reached on Monday to Friday from 9 a.m. to 5 
p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page, can be reached at telephone number (571 ) 272-0602. 
The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Karl J. Puttlitz 
Assistant Examiner 
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